M. Chairman, Menbers of the Subcommttee, ny name is WIlliamB.
Schultz. | amthe Deputy Comm ssioner for Policy at the Food and
Drug Adm nistration (FDA). Appearing with nme today are Ms. Mary
Pender gast, the Deputy Comm ssioner and Senior Advisor to the
Comm ssioner; Dr. Bruce Burlington, the Director of the Center
for Devices and Radiol ogical Health; M. Joseph Levitt, the
Deputy Director of the Center for Devices and Radi ol ogi ca

Heal th; and Ms. Margaret Jane Porter, our Chief Counsel. W are
here today to discuss FDA s regul ation of products that can be
used in the hone and in other nonprofessional settings (over-the-

counter (OTC)) to test for drugs of abuse.

Let me start by saying that the Agency has listened to the
concerns you expressed regarding the regul ation of drugs of abuse
test systens. W have devel oped a commbn sense proposal that
enconpasses a |level of regulation that takes into account the
public health concerns associated with these test systens, but

i nposes the mninmal |evel of regulation necessary to address

t hose concerns. As outlined below, the approach we are proposing
Wil be mnimally disruptive for two reasons. First, it wll
elimnate the premarket approval or clearance requirenments for
drugs of abuse test systens that satisfy mninmal criteria.

Second, it provides for a long transition period to all ow



conpanies tinme to conformto the policy. The approach that |
W Il describe will be the subject of notice-and-coment
rul emaki ng and a public hearing before the Agency adopts a final

policy on the regulation of OIC drugs of abuse test systens.

BACKGROUND

Drugs of abuse test systens typically consist of a collection cup
or other container for collecting a specinen, directions for use,
packagi ng for storage or mailing, access to a | aboratory testing
service using an appropriate test, and access to test results and
counseling. The consuner collects a specinmen (such as urine)
fromthe body and nails it to a | aboratory, which perforns the
actual testing for the drugs or netabolites. The specinen
usually is identified by a code nunber, which naintains
confidentiality and protects against m x-ups. The test results
are communi cated back to the consuner. The consunmer nay or may
not be asked to pay extra for confirmatory testing on those

sanpl es that screen positive.

On Septenber 26, 1996, this Subcomm ttee held a hearing on hone
drugs of abuse test systens. Menbers of this Subcommttee raised
several concerns about the Agency’s regul ation of hone drugs of
abuse test systens. First, you pointed to several internal
Agency nenoranda that suggested that sone Agency enpl oyees held
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the view that concerns relating to the parent-child relationship
or famly discord may be rel evant in making approval decisions on
such test systens. FDA s evaluation of these hone test systens
must focus on scientific questions about whether the test is
properly | abel ed and gives accurate results as well as any
concerns about personal and public health. Concerns about the
effect of a product on the parent-child relationship or famly

di scord have no place in the Agency’'s determ nation as to whet her
that product neets the requirenents of the Federal Food, Drug,

and Cosnetic Act.

Second, nenbers of the Subcomm ttee maintained that the Agency’s
categori zation of these test systens as class Il nedical devices
was unnecessarily stringent and that there are benefits to making
t hese products available to parents. You also pointed out the

i nconsi stency between the Agency’s regul ation of drugs of abuse
test systens for use in the hone setting and its policy of not
actively reqgul ating drugs of abuse test systens used in the
wor kpl ace, insurance, sports, and |aw enforcenent settings.

After considering these issues, the Agency agrees that both of

t hese argunents have nerit.

Fol | owi ng the Septenber 1996 hearing, we at FDA reeval uated our
policies to determ ne the appropriate |evel of regulation for
home drugs of abuse test systenms. |In fact, on Cctober 3, 1996,
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we established an interimpolicy in which we agreed not to take
regul atory action agai nst persons distributing hone drugs of
abuse test systens so long as: (1) the |aboratory conducting the
testing used an FDA-cleared test, (2) the testing | aboratory net
t he Substance Abuse and Mental Health Services Adm nistration
(SAVHSA) or equival ent standards for perform ng such testing, and
(3) the product had accurate |abeling. A copy of the Agency’s
interimpolicy was provided to the Subconmttee and i s appended

to this testinony.

FDA AND THE DEPARTMENT OF HEALTH AND HUMAN SERVI CES SUPPORT THE

USE OF ACCURATE AND RELI ABLE DRUGS OF ABUSE TESTI NG

Bef ore di scussing the Agency’ s reevaluation of its policy on hone
drugs of abuse test systens, |let nme say that FDA does support the
mar keti ng of these test systens, provided they are accurate and
reliable. 1In fact, on January 21, 1997, we approved Dr. Brown’s
Home Drug Testing System which neets all of the criteria under
the Agency’s original policy. Dr. Brown’'s test system which was
cl eared through the PMA process, uses a drug screening urine test
t hat has been cl eared previously by FDA and i ncorporates
confirmatory testing. Directions for use and for obtaining and
interpreting results are included in the labeling to nake it
easier for parents to understand the test results. In addition,
health representatives are available to convey the test results
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and provide information about the neaning of the test results and

further nedical referral if parents request additional help.

The Departnent of Health and Human Services supports accurate and
reliable drugs of abuse testing. The Substance Abuse and Mental
Heal th Services Adm nistration (SAMHSA) certifies drug testing

| aboratories engaged in urine testing for Federal agencies,
identifies the tests that can be used, and trains physicians on
the interpretation of drug testing results. Recognizing that the
useful ness of testing for drugs of abuse resides in its accuracy
and reliability, the National Institute on Drug Abuse (NI DA)
sponsors a national programof research on basic nethodol ogy and
clinical applicability of drug testing nethods. In FY 1996, N DA
supported research at its own Intranural Research Laboratories,
as well as six extranural research projects, to advance and
refine its know edge of the scientific basis and application of
drugs of abuse testing. These projects enconpass studies of the
science of hair, saliva, and sweat testing and directly address
scientific questions related to sensitivity, specificity,
reproducibility, and reliability of the test nmethods, their
relative strengths and weaknesses, and their applications -- the
type of data that can forma basis for infornmed regulatory and

approval deci sions.

THE AGENCY' S REEVALUATION OF I TS PAOLI CY
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In reeval uating our policy on hone drugs of abuse test systens,

t he Agency reached a nunmber of conclusions. Qur first principle
is that these test systens nust be accurate and reliable.
Because there are nore than 200 FDA-cl eared urine tests for
detecting drugs of abuse and hundreds of Federally-certified

| aborat ori es capabl e of conducting this testing, accurate and

reliable testing is avail able now.

Second, because there is value in having drugs of abuse test
systens available for use in the honme setting, we believe that it
shoul d be easier to get themonto the market for such use. W
think we can acconplish this and still ensure that consunmers get

the right answer fromthese test systens.

Third, wth respect to the inconsistency in our regul ation of
drugs of abuse test systens for use in the honme setting and such
systens used in the workplace, insurance, and sports settings, we
have concl uded that the sanme concerns about getting an accurate
and reliable answer apply equally in all of those settings.

Thus, we have concl uded that FDA should apply the sanme rules to
drugs of abuse test systens used in all nonprofessional settings.
On this point, however, let ne assure the Subconmttee that, in
devel opi ng a regul atory approach, we have been sensitive to any
potential disruption to the existing marketplace. W are seeking
to ensure the reliability and accuracy of OTC drugs of abuse test

6



systens, while mnimzing the disruption to the marketpl ace, by
proposi ng reasonable criteria and a transition period for

conformance with the criteria.

Fourth, we concluded that FDA should continue to exercise its
enforcenent discretion not to regulate testing for drugs of abuse
in the | aw enforcenent setting because there are other
protections to assure sanple integrity and test accuracy that are
not available in the honme, workplace, insurance, and sports
settings. The additional protections include the use of rules of
evidence in judicial proceedings and the representation of the
accused (i.e., the person being tested) through the judicial

process.

Finally, in reevaluating our policy on OIC drugs of abuse test
systens, we determned that it is inportant to give the

mar ket pl ace tinme to adjust to any changes in our regulatory
approach. Therefore, the Agency is proposing to provide an
adequate transition period for inplenenting its proposed policy.
We recogni ze the inportance of enpowering parents to address the
abuse of drugs by their children with reliable, accurate, and
reasonably affordabl e detection capability. W nust nove
aggressively, however, to assure parents of the reliability of

such products for hone use.



DA’ S PROPOSED PALI CY

FDA believes that three basic criteria are needed to assure that
drugs of abuse test systens are safe and reliable for use in a
nonpr of essi onal setting. |If these criteria are nmet, FDA proposes
to all ow conpanies to market OIC drugs of abuse test systens

w thout first obtaining premarket approval or clearance. The

three criteria are as foll ows.

First, the |l aboratory test(s) nust have been recogni zed by FDA as
accurate and reliable for |laboratory use. This wll ensure that
drugs of abuse test systens that are sold to consuners wll be
accurate and reliable. It would allow FDA to utilize the
expertise of another Federal agency (e.g., SAMHSA) when that
agency reaches a fornmal determnation regarding the suitability

of a particular test system

Since FDA already has cleared nore than 200 | aboratory urine
tests to detect drugs of abuse, conpanies would have a relatively
easy route to marketing OTC drugs of abuse urine test systens.
Once this new policy is inplenented, however, conpanies seeking
to market a systemthat uses a hair test or any other test that
has not been recogni zed by FDA woul d need to establish the
validity of the test with FDA prior to marketing. FDA' s proposed
policy inplenmentation would allow anple tine for conpanies to do
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t hi s.

The second criterion for ensuring that drugs of abuse test
systens are safe and reliable for use in a nonprofessional
setting is that the |aboratory performng the underlying test(s)
must be able to reliably performthe necessary initial and
confirmatory tests. This will ensure that testing is perforned
by individuals with appropriate |levels of training, know edge,
and proficiency; that confirmatory testing is systematically
performed on presunptively positive sanples prior to issuance of
the test results; and that assistance with interpretation of the
test results and foll owup counseling is available to the

consuner by a trained health professional, if requested.

We do not believe this criterion will create a barrier to

mar keting. There are 75 |l aboratories certified by SAVHSA that
woul d neet the requirenents set forth in the second criterion.

In addition, there are thousands of |aboratories certified in the
area of toxicology testing under the requirenents of the dinical
Laboratory I nprovenent Anendnments of 1988 (CLIA). W believe
that many of these CLIA-certified | aboratories, particularly the
hi gh conplexity | aboratories, would have the appropriate types of

controls.

The third criterion to ensure that drugs of abuse test systens
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are safe and reliable for use in a nonprofessional setting is
that sanples are adequately identified to avoid m x-ups and that
the systemis accurately | abeled so that consuners can readily
use it. This will ensure that the test systemis acconpani ed by
adequate directions that enable the |ay person to:

(a) understand the purpose of the test -- i.e., what drugs can
and cannot be identified in the specinen; (b) understand the
detection period; and (c) properly collect the test speci nen and
mail it to the | aboratory. The |abeling also would provide
information regarding interpretation of test results (e.g., false
positives and fal se negatives) and how the consuner can contact a
qual i fied health professional for assistance in that
interpretation. FDA plans to devel op gui dance on issues such as
how to | abel the test system so that the consumer can understand
the test results and to ensure that the specimen and the
container remain properly identified and intact during nailing to
the | aboratory. The guidance also will address nethods for
provi di ng consuners with adequate professional assistance in

i nterpreting/understanding test results and providi ng counseling

referrals, if needed. This third criterion will be easy to neet.

| f the above three basic criteria are net, FDA proposes to allow
conpani es to market OTC drugs of abuse test systens w thout first
obt ai ni ng prenar ket approval or clearance, as was previously
required. In other words, conpanies would not need to file a
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premar ket approval application (PMA) or premarket notification
(510(k)) before marketing these test systens. Drugs of abuse
test systens for use in a nonprofessional setting, therefore,

woul d be subject to very limted regul ation.

Under FDA's proposal, FDA would consistently regulate: (a) hone
drugs of abuse test systens; and (b) drugs of abuse test systens
that are used in the insurance, workplace, and sports settings.

If the tests currently being marketed are reliable, the inpact on
testing provided in these latter venues is expected to be snal

for two reasons. First, FDA is proposing that the products be
exenpt fromthe premarket approval or clearance requirenents of
sections 515 and 510(k) (provided the conditions/criteria for
assuring their accuracy and reliability are net); and, second, if
a manufacturer/distributor wants to market a test system for use
in the insurance, workplace, or sports setting that does not rely
on use of a |aboratory test that has been recognized by FDA, the
transition period prior to the effective date of the final rule
W ll provide sufficient time to obtain FDA recognition for any

test that is accurate and reliable

| MPLEMENTATI ON OF FDA' S PROPOSAL

FDA intends to inplenent its proposed policy through notice-and-
comment rul emaking. As part of the rul emaki ng process, follow ng
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publication of the proposed rule, FDA will hold a public hearing
to solicit additional public comment on its proposal. The Agency
will carefully consider the public comments we receive and

wel comes coments from nmenbers of this Subcommttee. FDA wl|
propose that the effective date for the final rule provide a
reasonabl e transition period so that conpanies that need to
submt their test to FDA for recognition will have sufficient
time to collect the requisite data. The Agency expects to
conplete the notice and comment process and to have this new

policy fully in place in approximtely two years.

In the neantine, the Agency will not actively regulate drugs of
abuse test systens used in the workplace, insurance, or sports
settings. Because the Agency has not been actively regul ating
test systens used in these settings, we believe it is appropriate
to provide notice and comrent before changing its practice. The
Agency also will not regulate the drugs of abuse hair test system
that was the subject of the court settlenment or OTC products that
are substantially simlar to that system The Agency’s

Cctober 3, 1996 interimpolicy will apply to all other test
systens for use in the hone setting. It will permt the

mar keti ng of honme test systens that use FDA-cleared urine tests
for drugs of abuse and hone test systens that use any ot her FDA-
cleared tests for drugs of abuse. Because there are nore than
200 FDA-cleared tests for urine -- i.e., the technology is there
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-- parents wll have the benefit of a cleared/accurate test
during the rul emaking. The Agency al so intends to nmake every
effort to informthe public of the inportance of follow ng
prescri bed procedures to assure the test results are accurate and
reliable.?

CONCLUSI ON

As a consuner protection agency, FDA's nost inportant role in
overseeing the regulation of diagnostic tests is to assure that
they provide the right answers. This consideration is critical
for drugs of abuse test systens sold to consuners. FDA believes
that its proposed regul atory approach woul d acconplish this goal
because it focuses on the accuracy and reliability of the

underlying test(s). At the sane tinme, FDA's proposal would

Y According to Ms. Sunny Coud s Septenber 26, 1996
Congressi onal testinony, the urine testing portion of the
Parent’s Alert product is conducted by a SAMHSA-certified
| aboratory. SAMHSA-certified |aboratories use only FDA-cl eared
urine tests. Therefore, the urine test system conponent of Ms.
Cl oud’ s product should neet the requirenents set forth in our
interimpolicy.

We understand that a point of care saliva test also is
included in the Parent’s Alert product. The Agency’'s policy on
OTC test systens for drugs of abuse does not apply to point of
care tests. Point of care tests have al ways required FDA
approval prior to marketing. FDA does not plan to change that
policy. However, in an October 3, 1996 letter to Ms. Coud, the
Agency commtted to not taking regulatory action against the
Parent’s Alert product until a policy on hone test systens was in
pl ace. The Agency will honor that conm tnent and not take action
agai nst the point of care test in the Parent’s Al ert product
until its proposed policy is in place.
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significantly ease the requirenents that nust be net in order to
sell these products. Moreover, because it would provide an
adequate transition period, there should be no interruption of
the availability of test systens for use in nonprofessional

settings.
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RELEASE ONLY UPON DELI VERY

PARENTS' ACCESS TO TESTS FOR DRUGS OF ABUSE

PURPOSE

This guidance describes how FDA will exercise its enforcement discretion for home test
collection systems for drugs of abuse. It isintended to provide for the availability of home test
collection systems sold directly to parents for use in the home setting, while FDA develops a
final policy regarding the appropriate level of regulation of these products. FDA intends to
exercise its enforcement discretion and not take any regulatory action against persons distributing
such products during this interim period, so long as the criterialisted below are met. Once afina
policy isin place, manufacturers and distributors will be expected to be in compliance, or come
into compliance, with that final policy.

SCOPE

This guidance covers home test collection systems for drugs of abuse that are intended to be sold
directly to parents for use in the home setting. The testing procedures for these products require
that a specimen from the body (e.g., urine) be collected at home and mailed to a designated
laboratory for testing. Test results are then communicated back to the parent.

CRITERIA

FDA intends to exercise its enforcement discretion during this interim period with respect to
home test collection systems and their components that meet al of the following criteria

1. The tests(s) to be used by the laboratory have been cleared for marketing by FDA for
identifying drugs of abuse in alaboratory setting;

2. The laboratory performing the test(s) has been certified by SAMHSA as having the
necessary capability to reliably perform such test(s) or meets equivalent standards; and

3. The product ensures that samples are adequately identified to avoid mix-ups, and is
accurately labeled so that parents can readily use it.
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